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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/DK 03AJ0773 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 

Description, Pages 

1 -24 as originally filed 

Claims, Numbers 

1 -25 filed with telefax on 03.02.2005 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and/or 55.3). 

3. With regard to any nucleotide andJbr amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-25 

No: Claims 

Inventive step (IS) Yes: Claims 1-25 

No: Claims 

Industrial applicability (IA) Yes: Claims 1-25 

No: Claims 

2. Citations and explanations 
see separate sheet 
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INTERNATIONAL PRELIMINARY International application No. PCT/DK 03/00773 

EXAMINATION REPORT - SEPARATE SHEET 



D1 : US-A-6 066 341 (WILSON COLLEEN G) 23 May 2000 (2000-05-23) 
D2: WO 85/01441 A (GJERLOEV MOGENS) 1 1 April 1985 (1985-04-1 1) 

SECTION V: 

1 ) The subject-matter of the claims is novel. 

2) Closest prior art document is D1 from which the subject-matter of the claims differs in 
that the contents of Isphagula Husk is lower, namely between 5 and 30 weight 
percent. 

Hence, the problem to be solved by the invention was to reduce side effects of 
Isphagula Husk. 

The solution to the problem was to diminish the contents of Isphagula Husk. 

The person skilled in the art would then turn to document D2 which describes 
compositions for the same use also comprising Isphagula Husk, but no amino acid, in 
a low amount of about 40 % (see the examples 1 and 2). 

Since in D1 and D2 the use is the same the person skilled in the art could combine 
the teachings of D1 and D2, but the subject-matter of new claims 1 to 4 still differs 
from the teaching of the combination of D1 and D2 in that the contents of Isphagula 
is still at least 1 0 % lower. 

Therefore in view of these differences the subject-matter of the claims is not obvious 
for the person skilled in the art, so that the subject-matter of the claims involves an 
inventive step. 
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1 . A preparation comprising: 

5-50% by weight of Isphagula Husk, and 

1-20% by weight of at least one amino acid, and 

20-80% by weight of at least one carbohydrate and electrolytes 

for use as a therapeutical agent. 



2. A preparation comprising: 
1 0 5-50% by weight of Isphagula Husk, and 

1-20% by weight of at least one amino acid, and 
20-80% by weight of at least one carbohydrate and electrolytes 
said Isphagula Husk, at least one amino acid and at least one carbohydrate 
and electrolytes as a combined preparation for simultaneous or sequential 
15 use in treating a state of disorder of the intestinal system of monogastric 
animals, including human beings. 



3. A preparation for treating a state of disorder of the intestinal system of 
monogastric animals, including human beings, said preparation comprising: 
20 5-50% by weight of Isphagula Husk, and 

1-20% by weight of at least one amino acid, and 
20-80% by weight of at least one carbohydrate and electro- 
lytes. 

25 4. A preparation for restoring the epithelium layer of the intestines of mam- 
mals, including human beings, said preparation comprising: 

5-50% by weight of an agent comprising Isphagula Husk, and 

1-20% by weight of at least one amino acid, 

20-80% by weight of at least one carbohydrate and electro- 

30 lytes. 



5. A preparation according to any one of claims 1 to 4, wherein the amount 
of Isphagula Husk is in the interval of 10-40% by weight, preferably 15-35% 
by weight, more preferably 25-30% by weight. 

6. A preparation according to any one of claims 1 to 4, wherein the amount 
of the at least one amino acid is in the interval of 1-12% by weight, prefer- 
ably 2-9 % by weight, more preferably 3-7 % by weight. 

7. A preparation according to any one of claims 1 to 4, wherein the amount 
of carbohydrate is in the interval of 25-50% by weight, preferably 30-45% 
by weight, more preferably 35-40% by weight. 

8. A preparation according to any one of claims 1 to 4, wherein the amount 
of electrolyte is in the interval of 8-40% by weight, preferably 12-30% by 
weight, more preferably 15-25% by weight. 

9. A preparation according to any one of the preceding claims, wherein the 
at least one amino acid is comprised in the soluble components of lactic 
yeast. 

10. A preparation according to any one of the preceding claims, comprising 
at least one amino acid selected from the group consisting of all known 
amino acids, preferably at least one amino acid selected from the group 
consisting of glutamine, arginine, lysine, histidine, phenylalanine, tyrosine, 
leucine, isoleucine, methionine, valine, alanine, glycine, proline, glutamic 
acid, serine, threonine, aspartic acid, tryptophan, cystine, more preferably 
at least one amino acid selected from the group consisting of glutamine, 
arginine, alanine and glycine. 

1 1 . A preparation according to any one of the preceding claims, wherein the 
amount of glutamine is in the interval of up to 10% by weight, preferably up 
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to 5% by weight, more preferably 0.1-4% by weight, even more preferably 
0.2-3% by weight. 

12. A preparation according to any one of the preceding claims, wherein the 
amount of arginine is in the interval of up to 5% by weight, preferably up to 
3% by weight, more preferably 0.1-2% by weight, even more preferably 0.1- 
0.5% by weight. 

13. A preparation according to any one of the preceding claims, wherein at 
least one of the salts comprised by the electrolytes and is at least one of 
the salts which will replace at least one of the salts lost by diarrhoea. 

14. A preparation according to any one of the preceding claims, wherein 
said at least one carbohydrate is glucose. 

15. A preparation according to any one of the preceding claims, wherein the 
electrolytes are a mixture of at least two of the substances selected from 
the group consisting of magnesium oxide, magnesium carbonate hydroxide, 
magnesium hydroxide, magnesium silicate, calcium silicate, calcium car- 
bonate, sodium chloride, potassium chloride, sodium hydrogen carbonate, 
potassium hydrogen carbonate, aluminium phosphate, aluminium hydrox- 
ide, citric acid, sodium citrate, trisodium citrate dihydrate and potassium 
citrate. 

16. A preparation according to any one of the preceding claims, wherein the 
electrolytes are a mixture of at least two of the substances selected from 
the group consisting of magnesium hydroxide, sodium chloride, potassium 
chloride, sodium hydrogen carbonate, citric acid, trisodium citrate dihydrate 
and sodium citrate. 
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17. A preparation according to any one of the preceding claims, further 
comprising at least one filler, at least one taste corrigent, at least one col- 
ouring agent. 

5 18. A preparation according to any one of the preceding claims, further 
comprising a filler. 

19. A preparation according to claim 18, wherein the filler is a fibrous bran 
material. 

10 

20. A preparation according to claim 18, wherein the filler is wheat flour. 

21. A preparation according to any one of the preceding claims, further 
comprising a pharmaceutical^ acceptable colouring agent. 

15 

22. A preparation according to any one of the preceding claims, wherein the 
colouring agent is FD&C RED #40. 

23. A preparation according to any one of the preceding claims, further 
20 comprising alfa-tocoferol (natural vitamin E). 

24. A preparation according to any one of the preceding claims, wherein 
said preparation consists of 27.16% Isphagula Husk,10.66% of lactic yeast 
mixture including glutamine, 19.75% electrolytes which are made up of 

25 3.30% potassium chloride, 7.08% sodium hydrogen carbonate, 4.85% so- 
dium chloride, 3.45% trisodium citrate dihydrate, 1.07% magnesium hy- 
droxide; 38.10% dextrose monohydrate, 0.87% nicotinamide, 0.30% fla- 
vouring agent, 0.20% silicium dioxide, 2.43% wheat flour, 0.03% feed col- 
ouring agent, 0.50% alfa-tocoferol (natural vitamin E), where the percent by 

30 weight is calculated on the basis of the finished preparation. 
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25. Use of a preparation according to any one of the preceding claims for 
the manufacture of a medicament for treating diarrhoea. 



